I0ENT COOPERATION TRE^ 

PCT | WiPO PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 




Applicant's or agent's file reference 
4308PTWOyRA/la 



International application No. 
PCTyEP 03/00519 



see Notification of Transmittal of 'n tem ational 

FOR FURTHER ACTION ^^ExamJnallon Report (Form PCTrfPEA*16) 



International filing date (dayAnonttyear) 



17.01 .2003 



Priority date (dayAnontfyear) 
01 .02.2002 



International 
A61K31/13 



Applicant 
GIULIANI S.P.A. 



-^M^M(\PO) or both national classification and IPC 



prepared by this International Preliminary Examining 



This REPORT consists of a total of 4 sheets, including this cover sheet. 

. Tbisreportisaisoac^ 

&$tt& U SS»& of the S AdSsUe Instructions under the PCT). 

These annexes consist of a total of 1 sheets. 



This report contains indications relating to the following items: 



VIII □ 



Basis of the opinion 
ITon!!" 

citettonTand explanations supporting such statement 
Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 



Date of submission of the demand 
24.07.2003 



preliminary examining authority. 

European Patent Office 

? e ? 0 ^9 8 8 M 9 U 2 n ^9-0Tx: 523656 epmud 
£^9 89 2399-4465 




Date of completion of this report 



Beeck, M 

Telephone No. +49 89 2399-8473 




PCT/IPEA/409 (Cover Sheet) (January 2004) 



international preliminary 
v examination report 



International application No. PCT/EP 03/0051 9 



I. Basis of the report 

, . W«h ^ ,c .he events o, ^ HgjM C <%-g£2S tt&JSSSgSl? 



Description, Pages 

1-12 as originally filed 



Claims, Numbers 

1-8 



received on 22.01 .2004 with letter of 19.01 .2004 



Drawings, Sheets 

1yQ 3yQ as originally filed 

^^^^^^^^^^^^^ 

These elements were available or furnished to this Authority in the following language: , wh.ch ,s: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examinafon (under 
Rule 55.2 andfor 55.3). 

. — =r,ri/nr amino acid seouence disclosed in the international application, the 

3 - rr/pits^^s * ,he se - uenoe i,s,in9: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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6. Additional observations, if necessary: 

V rWoned statin, under **» 35< 2 > „.»e«y, >nve„«ve step or mdus.rU, appOcabUHy; 

citations and explanations supporting such statement 

1. Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



2. Citations and explanations 
see separate sheet 
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INTERNATIONAL PRELIMINARY International application No. PCT/EP03/0051 9 
• EXAMINATION REPORT - SEPARATE SHEET _ 

D1- P I HYND M J.NANCARROW: 'Inhibition of polyamine synthesis alters hair 
follicle function and fiber composition' JOURNAL OF INVESTIGATIVE 
DERMATOLOGY, vol. 106, no. 2, 1996, pages 249-253, XP008006126 

D2: WO 96 23490 A (COSMEDERM TECHNOLOGIES) 8 August 1 996 (1 996- 
08-08) 

1 ) Document D1 is the closest prior art for claims 1 to 4 stating that spermidine plays 
a major role in hair growth (see the abstract, last sentence). 

However, the person skilled in the art could not expect from this statement that 
spermidine would also be active against hair loss. 

Therefore the subject-matter of claims 1 to 4 involves an inventive step. 

2) However, lotions or balms containing spermidine are already known from 
document D2 (see example 1 and claims 2, 46 and 48). 

Therefore the subject-matter of claim 8 is not novel (Article 33 (2) PCT). 

3) The subject-matter of claims 5 and 6 differs from document D2 in that it contains 
further additives which were not obvious for the person skilled in the art. 

The subject-matter of claim 7 differs from D2 in that it is a formulation for oral use 
which was not obvious either. 

Therefore the subject-matter of claims 5 to 7 also involves an inventive step. 
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AMENDED CLAIMS- 

Use of spermidine' as an Active principle In the preparation of a composition 
for pharmaceutical or dietetic use in man to combat hair loss. 
Use of spermidine according to Claim *. to combat hair loss In the«.se of 
the pathology known as telogente defluvium. 

Use of spermidine according to Claim 2, to reduce the telegenic phase .n 
the growth cycle of the hair. 

Use of spermidine acceding to CWml.to make the halrrobust. 
Composition for pharmaceutical or dietetic use to be administered to man to 
combat hair loss/characterized, in that it comprises methionine, vitam.n C, 
polyphenols, vitamin E. calcium pantothenate, zinc (as amino acid chelate), 
viiamin Be. copper (as amino acid chelate), folic ^ a ^ lo ^_ • 
Composition according to Claim 5, chara 
Methionine 
Vitamin C 

Polyphenols frpm Vitis vinifera 
Vitamin E 

Calcium pantothenate 
Zinc (as amino acid chelate) 

Vitamin Be " 
Copper (as amino acid chelate) 

Spermidine 
Folic acid 

imposition for pham.aceu.ical or dietetic use. to be administered to mar, to 
combat hair ioss, characterized in that tt is formulated for oral adm,n,strat,on 
and comprises an oral vehicte and spermidine as acttveprincple. 

Lotion of balm to be applied to me human scalp to make the hair robust and 
to reduce hair loss characterized in that tt comprises spermidine as acbve 
principle. 
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